HEPXKIIIKCITY KBA
AEPKABHA CHYIKBA 3 JIIKAPCHBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKIH OBJIACTI

npocnekT Banepis JlobanoBcskoro, 51, M. Kiis, 03110, Tem/takc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua https.//www.dls.gov.ua, Koxg €IPTIOY 37078774

BHCHOBOK
Nnpo SIKICTH BBE3€HOI0 B YKpaiHy JTiKapchbKoOro 3acody
20.07.2022 Ne 27539/22/10
JIHEKC ®OPTE®

(HaliMeHyBaHHA TTiKapCHKOTO 3acoy 3TiTHO 3 peecTpaliliEIIM NOCRITIeHHAM)
KancyaH TRepii, mo 7 kancya y daictepi, mo 1 daictepy y KapToHHIA KopoOii

{thopMa BIUNYCKY, T03YBAHHA, BIL] HAKYBAHEA MiKAPCLKOIO 3aco0y)
Howmep peectpaniitnoro nocsiquenns UA/14763/01/01 expok xii peectpaniiinoro mocsixsenns 01.01.2099
Cepis nikapcekoero 3acoby Ne LR2009 KimbkicTs BBe3eHOTC MiKapchkoro 3acody 75571

BupoBHIK Jlek dapmaneBTHUHA KOMIIAHLA 1.1., ClIoBeHIA

{HaiiMeHYBaHHA BIPOOHIIKA IiKAPCEKOTO 3ac00Y, KpalHa IoX0KeHHA)

BBeseHo B YKpaiHy ToBapHcTBO 3 00Me:keHOI0 BinmoBigaanHicTIo "Cangoz Ykpaina",
imenT. koa: 38419586

(HaltMeHyRaHEA Ta ko4 2a €APIIOV roplimrdHoi ocodIl abo Mpi3einne, iM'd, o HATEKORL
tisirEei ocodIl - NiTOpIeMId, il Miclie MpMKIBAHHA Ta peccTpaltiiianil Homep obmikoBoi
KApTKII IIMATHIIKA TOJATKIR 200 cepid Ta HOMep OacmopTa}

IIporoxon BizyanbHoro kontpomo sig 19.07.2022 Ne 1730/4.

3a pe3yNbTaTAMH JEpKABHOTO KOHTPONK: BCTAHOBIEHO, IO JIKAapchKHi 3acid BBe3eHO B VYipaimy 3

JAOTPHMAHHAM BHMOT 338K0HOJABCTBA UICTC 3a0e3NeUeHHS SKOCT] MKAPChKIIX 3ac00is.

% 3y6apesa H. B.

{migmnc) (ininianu Ta npissnuLe)




INek dapmayesTyHa KoMnaHia 4.4.

Bepoewkora 57

Cl-1526 IMwbnsHa, CnoeeHia
Ten.: +386 (0)1 580 21 11
dakc.: +3886 (0)1 586 3517

Bigain AxocTi M3

Bepoewkosa 57

Cl-1526 INMwbnsHa, CnoeeHia
Ten.: +386 (0)1 580 26 81
dakc.: +386 (0)1 568 45 81

CEPTUGIKAT AHAJIIZY

MpoaykT 44082202 NIHEKC ®OFTE®

Homep P UA/14763/01/01

Kpaina YKP

Cepia Ne LR2009

Ne cepii in bulk / MpoaykT LP6334/42029088

MokasHuk Bumoru PesynbTatn

S0BHILWHIA BUMMA4 Kancynu 6inuit Kopnyc, XOBTa KpULLKa Bignosigae

Poamip kancynu Kancyna posmipy 2 Bignoeigae

S0BHILWHIA BUrNS4 BMICTY Kancynu nopoweck Big ceitTno-6exeBoro go ceitno- BignoBsigae
poxeBoro 3 Binbw TEMHUMK BKpanneHHAMN

PoznagaHHsa He Binblie 30 XBUNWH, 3 AUCKAMMU BignoBsigae

Maca HanoBHeHHSA 235 mr BignoBsigae

OAHopIgHICTE MacK HaNOBHEHHS * 10%, Epp. P. Bignosigae

BTpaTa npy BUCYLIYBAHHI =20% 1,8 %

laeHTHdikauia: MikpobionoridHe MonodHokueni GakTepil Bignosigae

BHA3HaYeHHA

KinbkicHe BU3Ha4eHHA

2 2 x 109 KYO/kanc.
3aranbHe 4ucno Hakrepin

5 %102 KYO/kanc.

KinbkicHe BU3Ha4eHHA

2 1 x 10° KYO/kanc.

Lactobacillus acidophilus LA-5

3 x10% KYO/kanc.

KinbkicHe BU3Ha4eHHA

2 1 x 10° KYO/kanc

2 x10% KYOfkanc.

Bifidobacterium animalis subsp. lactis BB-12

MikpobionoridyHa unctoTta- €ep. . He Binble 10° KYO/r <100 KYOir
51.4.;

3aransHa KinbKicTe aepobHnx

MikpoopraHiamis (TAMC)

3aransHa KinbKicTe ApDKOMOBUX Ta He Ginble 102 KYOIT <10 KYO/Ir

nnicHABKxX rpubie (TYMC)

* He pyTuHHWA TecT. TecT NpoBOOMBCH 3 BCTAHOBNEHCK: NepiogUHHICTIO.

3aBipeHo eNeKTPOHHWM NiANMCOM

CropiHka 13 2



INex ®apmayeBTMHHA KOMNaHIA O.4. Bigain AxocTi M3

Bepoewwkoea 57 Bepoewkora 57
Cl-1526 INMebnaHna, CnoeeHia Cl-1526 INMwbnsHa, CnoeeHia
Ten.: +386 (0)1 580 21 11 Ten.: +386 (0)1 580 26 81
dakc.: +386 (0)1 586 3517 dakc.: +388 (0}1 568 45 81
MpoaykT 44082202 NIHEKC ®OPTE® kancynu TBepagi
Homep P UA/14763/01/01
Kpaina YKP
Cepia Ne LR2009

Ne cepii in bulk / MpogykT LP6334/42029088

MokasHuk Bumorn PesynbTatn

E. coli BigcyTHI/1 T Bignosigae

YMoBn 3bepiraHHA 36epiraTn npy TeMmnepaTtypi He Buwe 25 °C. 3bepirati B opUriHanoHii
ynakoBL,i.

Bignoeigae cneundpnkadil PeecTtpadifiHoro Jocobe.

Hata 14.10.2021 Biggin akocri

Blaz Mekuc

Digltaly £kgret by Fedozhenkn “eslana

Fedochenko o e dorars, amgepe,
ou=T0, eribumber-211G816,
cn=Fedozhenko TEdana

Teti a na Feason: Sandoz Ukraine OF on Imaoet

Dae: 2022.27.19 142515 H3T0"

CTopiHka 2 3 2

* He pyTuHHWA TecT. TecT NpOBOOMBCH 3 BCTAHOBNEHCK: NepiogUHHICTIO.
3aBipeHo eNeKTPOHHUM NiANMCOM



; OdropMnNeHo:

SAN Do giﬁgi\;ms ek ®apmayeBTUHHA KOMMaHIg O.4.
Bepoewwkoea 57
1526 NwenaHa
CnoeeHia
Ten.: +386 1 5802111
dbakc.: +386 1 5683517
www.lek.si
NiueHsia Ha BupobHUYTRO:

Ne: 0811211349 800-12/2021-9

CeptudikaT BignosigHoCTi

HasBa maTepiany: NIHEKC ®OPTE 7XI'K B1 YA

TopriBencHa Ha3Ba NIHEKC ¢0OPTE®

Ne matepiany: 44082202 Ne cepii Canpo3: LR2009
KomMnoHeHTH:

Hasea matepiany: NIHEKC $OPTE XI'K CI03 €Y

Ne matepiany: 42029088 Mpogykt in bulk Cepia Ne: LR6334

3araneHa KinbeKicTe in bulk: 568526 wr

BupobHuya gincHUUA: NEK dAPMALEBTUYHA KOMIAHIA Homep nidexnzii: 800-12/2021-9

no.n.

Konocapopcka 27
1234 MeHreww
CnoBeHia

MonoxeHHna npo ceptudrikadito

Uum nigTeepaxylo, WO BUWeHaBedeHa iHchopmalia € AOCTOBIPHOK Ta TodHOK. [flaHa cepia rotoBoro
nikapcekore aacoby Byna BUroToBneHa (BKMIOHNHO 3 NaKyBaHHAM/MapKYBaHHAM) Ta NporWna KOHTPOMNb AKOCTI
Ha BULLEeHaBeAeHWX BUPOOHUYMX QiNbHUUAX ¥ NOBHIA BignoBigHocTi ao Bumor GMP micueBux PerynaTopHWX
opraHie Ta arigHo 3aTeBepoxeHol cneuudikauii PeecTpadifiHoro [ocke KpaiHWM imnoptepa. [MpoTokonu
BUPOOHUUTBA, NaKkyBaHHA Ta aHaniTudHoro TtecTyBaHHA ©ynu nepesipeHi Ta ©Gyna BcTaHoBneHa 1X
BignosigHicTe GMP.

KomeHTap go cepTudhikaTy:

B npoueci EMpobHUUTBa Ta NakyBaHHA He BUABMEHO BiAXUNeHb, WO 34aTHI BIAMHYTW Ha BUNYCK NPOOYKTY.
HineHvun Bunycky cepii: Nek ®apmauesTU4Ha KomnaHia a. 4., BepoBwkosa 57, 1526 Mobnada, CnoeeHin
3apeecTpoBaHUi po3aMip ynakoBkW: 7 Kancyn B 6nictepi; 1 Bnictep B KApTOHHIA KopoGUi

Bunyck cepii / CepTudchikadina BUKOHaHa: Eva Dominkovic, YnoBHoBaxkeHa ocoba
Bunyck cepii / Ceptudpikauia Qara™ac: 08-NNC-2021 / 12:49:18 BKM
Aata/Mac odropmnenHa ceptudpikara: 08-NC-2021 7 12:49:45 BK

Cropinka: 2/2 *3aBipeHoc enNeKkTPOHHUM NiANMCOM BiANOBIAHO CTAaHAAPTIB eNEKTPOHHWX nignucie Cangos



OdropMnNeHo:

SANDOZ ::::
Division
Bepoewkoea 57
1526 Nrtnana
CnogeHia

Neo: 0811211349

ek ®apmayeBTUHHA KOMMaHIA O.4.

Ten.: +386 1 5802111

Pakc.: +386 1 56
www.lek.si

83517

NiueHsia Ha BupobHUYTRO:

800-12/2021-9

CeptudikaT BignosigHoCTi

Hassa maTepiany:

ToprisenbHa Ha3Ba:
Cuna piifakTUBHiCTb:
NMikapcbka chopma:
TuUn ynakoBKK:
Poamip ynakoBKu:

Ne matepiany:

Ne cepii Canpo3s:
HAata BupoOHMUTEA:
CTpOK NpUAaaTHoOCTI:

BupobHuya ginbHUUA:

AinbHUURA BUNYCKY:

KpaiHa-imnopTtep:
YkpaiHa

NIHEKC @OPTE 7XTK B1 YA
NIHEKC ¢OPTE®

1000000000 KYO + 1000000000 KYO
KAMNCYNK, TBEPAI

BNICTEP

1TWT x7 WT

44082202 Tun Bunycky: CEPTU®IKALIIA CEPIT
LR2009

19-BEP-2021 Hata Bunycky: 08-NC-2021
31-CEP-2023 KinbkicTb: 75571 ¥N
NEK APMALEBTHUYHA KOMMNAHIA Homep niugenzii:  800-12/2021-9
an.

Koncgeopcka 27

1234 MeHrew

CnoBeHis

NEK #APMALIEBTHUYHA KOMIMAHIA
a.Aa.

BeposlwkoBa 57

H/A

1526 NMwbnaHa

CnoBeHin

Homep PeecTpadiitHoro MocBiguyeHHs:
UA/4763/01/01

Homep niueHzii:

800-12/2021-9

KomMnoHeHTH:

HasBa maTepiany:
Ne matepiany:

BupobHuya ginbHUUsA:

Ne cepii BupobHuka:

MPOBIOTEK AB64 H CXPX NMB YA I'E
40006070 AKTUBH. chapM. iHrpegieHT

XP. XAHCEH A/C
WMEPXONMEH 1-27
2650 BIQOBPE
Hexmapk

3583262

Cepia Ne:

B620307

Cropinka: 1/2

*3aBipeHC eneKkTPOHHUM NiANMCOM BiANOBIAHO CTaHAAPTIB eNEKTPOHHWX nignucie CaHaos
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